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DETAILED ACTION 
Notice to Applicant 

1. This communication is in response to the application filed 8/23/01. Claims 1-18 
are pending. The IDS's filed 6/1 1/02 and 2/10/03 have been entered and considered. 

Claim Rejections - 35 USC § 101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-13 and 18 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. 

Exemplary claim 1 recites " a system for recruiting. . ." in the preamble. 
However, the body of the claim recites only data, interfaces, and instructions. The 
examiner understands these "interfaces" and "instructions" to be software modules or 
programs for executing certain functions. However, it should be noted that data 
structures, such as computer software, which are not embodied on a computer readable 
media are considered descriptive material. They are therefore considered non-statutory 
because they are not capable of causing a functional change in a computer. As 
drafted, the claim fails to define any structural and functional interrelationships between 
the code (i.e. the engine) and other elements of a computer that permit the computer 
program's function to be realized. (See MPEP § 2106) 

For a claimed invention to be statutory, the claimed invention must also produce 
a useful, concrete, and tangible result. Under this analysis, the present language of 
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exemplary claim 1 merely recites non-functional descriptive material, as no recitation of 
executable code being embodied on any medium or data structure is provided. Simply 
stated, the "instructions," interfaces and data as recited in claim 1 would fail to produce 
a tangible result. 

Dependent claims 2-12 do not provide any further limitations that would serve to 
produce a useful, tangible, and concrete result and which fail to define any structural 
and functional interrelationships between the code and other elements of a computer 
that permit the computer program's function to be realized. Thus, dependent claims 2- 
12 are also deemed to be non-statutory. 

A similar analysis may be also be applied to claims 13 and 18, which also fail to 
define any structural and functional interrelationships between the code (e.g. the engine 
or computer program product) and other elements of a computer that permit the 
computer program's function to be realized, and are therefore non-statutory. 

In light of the above, it is respectfully submitted that the claimed invention, does 
not have a tangible result, and thus fails to recite the practical application of an abstract 
idea to satisfy the requirements of 35 U.S.C. 101. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
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applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Michelson (USPN 2002/0002474). 

[claim 1] Michelson discloses a system for recruiting a patient into a clinical trial, 
comprising: 

- a patient interface; (par. 80-81 ; Figure 1A) 

- a set of patient-specific data, collected from the patient through the patient 
interface; (par. 82-83) 

- a set of trial-specific criteria corresponding to the clinical trial; (par. 88, e.g. IRB , 
budget data) 

- a content interface;(Figure 1 ; par. 83 -e.g. subject site) 

- a set of disease-specific data, collected from a disease expert through the 
content interface; and (Figures 7A-C; par. 84) 

- instructions for matching, including instructions for coupling the set of patient- 
specific data to the disease-specific data and producing a set of patient-disease 
characteristics, and (par. 105-106) 

- instructions for coupling the set of patient-disease characteristics to the set of 
trial-specific criteria and determining whether a match exists between the patient 
and the clinical trial, (par. 162-170) 
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[claim 2] Michelson discloses system of claim 1 , wherein the patient interface 
comprises an HTML-encoded web page. (par. 80, 89-91 -internet implementation, 
webpage, Figures 6A-N) 

[claim 3] Michelson discloses the system of claim 1, further comprising a patient 
database, including the patient-specific data. (par. 80-83) 

[claim 4] Michelson teaches the system of claim 1 , further comprising a clinical trial 
database, including the set of trial specific criteria, (par. 88, par. 162-170) 
[claim 5] Michelson teaches the system of claim 1 , further comprising a disease 
database, including the set of disease-specific data. (Figures 7A-C; par. 84) 
[claim 6] Michelson teaches a system, wherein the patient-specific data, the disease- 
specific data, the trial-specific criteria, the instructions for matching, and the instructions 
for coupling are stored in a server, (par. 80-83) 

[claims 7-8] Michelson discloses the system of claim 1 , wherein the patient interface 
and content interface are adapted for transmission over a network to a remote location, 
(par. 80-83; internet implementation ; webpages) 

[claim 9] Michelson discloses the system of claim 1 , wherein the patient interface 
includes a series of questions. ; (par. 80-81 ; Figures 1A; 15A-E) 

[claim 10] Michelson discloses a system further comprising instructions for coupling at 
least a portion of the patient-specific data to the clinical trial. (Figure 15E; par. 166-167) 
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[claim 1 1] Michelson teaches the system of claim 1 , further comprising instructions for 
coupling a set of trial contact information to the patient. (Figure 14; par. 167-168) 

[claim 12] Michelson disclose a system wherein the patient-specific data comprises at 
least one of patient contact information, disease of concern, demographic data, 
concomitant diseases, medications. (Figures 15A-E) 

[claim 13] Michelson discloses a system for recruiting a patient into a clinical trial, 
comprising: 

- a patient database, residing on a server and including a set of patient-specific 
data; (par. 80-83) 

- a criteria interface coupled to the server over a network; (par. 80, Figure 9) 

- a set of clinical trial criteria corresponding to the clinical trial and collected 
through the criteria interface; and (par. 166-167) 

- instructions for comparing the set of clinical trial criteria to the set of patient- 
specific data to determine whether a match exists between the patient and the 
clinical trial, (par. 166-170) 



[claim 14] Michelson discloses a method for recruiting a patient into a clinical trial, 
comprising: 



Application/Control Number: 09/938,295 Page 7 

Art Unit: 3626 

- serving a content interface by a server to a first remote location over a 
network;(Figure 1; par. 80-83 -e.g. subject site) 

- receiving a set of disease-specific data from the content interface over the 
network, the set of disease-specific data collected from a disease expert through 
the content interface; (Figures 7A-C; par. 80,84) 

- serving a patient interface by the server to a second remote location over the 
network; (par. 80-81 ; Figure 1A) 

- receiving a set of patient-specific data from the patient interface over the 
network, the set of patient-specific data collected from the patient through the 
patient interface; a set of patient-specific data, collected from the patient through 
the patient interface; (par. 80,82-83, 89-91, Fig. 6A-N) 

- filtering the set of patient-specific data in comparison to the set of disease- 
specific data to generate a set of patient-disease characteristics; (par. 105-106) 

- comparing the set of patient-disease characteristics to a set of trial-specific 
criteria corresponding to the clinical trial; and (par. 166-167) 

- determining whether a match exists between the patient and the clinical trial, 
(par. 166-170) 

[claim 15] Michelson discloses a method for recruiting a patient into a clinical trial, 
comprising: 

- compiling a patient database including a set of patient-specific data; (par. 82-83) 

- storing the database on a server; (par. 80-83) 
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- serving a criteria interface from the server to a remote location over a network; 
(par. 80, Figure 9) 

- receiving a set of clinical trial criteria corresponding to the clinical trial from the 
criteria interface; and (par. 166-167) 

- comparing the set of clinical trial criteria to the set of patient-specific data to 
determine whether a match exists between the patient and the clinical trial, (par. 
166-170) 

[claim 16] The limitations of claim 16 are addressed by the rejection of claim 14, and 
incorporated herein. 

[claim 17] Michelson discloses a method of recruiting a patient into a clinical trial, the 
method comprising: 

- receiving patient-specific data from a remote network device at a server; (par. 80- 
83; par. 162-170) 

- accessing criteria of more than one clinical trial at the server; (par. 166-170) 

- and determining one or more clinical trials having criteria satisfied by the patient- 
specific data, (par. 170) 



[claim 18] Michelson a server system for recruiting a patient into a clinical trial, the 
server system comprising: 

- sets of criteria corresponding to a different clinical trial; (par. 1 66-1 70) 
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- instructions for receiving patient specific data from a remote network device; (par. 
80-83; 162-170) and 

- instructions for determining one or more clinical trials having criteria satisfied by 
the patient specific data. (par. 166-170) 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rachel L. Porter whose telephone number is (571) 272- 
6775. The examiner can normally be reached on M-F, 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on (571) 272-6776. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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